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DETAILED ACTION 

The Examiner acknowledges receipt of Applicant's response to the first Office 
Action filed on 1/25/2006. The Examiner has carefully considered applicant's 
arguments. Applicant's amendment has necessitated new grounds of rejection. 

Claims 27-29 have been withdrawn. Applicant has amended claims and added 
new claim 30. Accordingly, claims 1-26 and 30 are pending in the application. 

The Examiner notes that the term 'acyclic 1 is not explicitly disclosed in the 
specification. However, Applicant discloses several examples of acyclic polyols 
(glycerine, butylenes glycol, pentylene glycol, propylene glycol and mixtures thereof) to 
provide enough disclosure to reasonably convey to the one of ordinary skill in the art 
that acyclic polyols are supported by the instant specification. 

Withdrawn rejections: 

1. Claims 1, 2, 19 and 26 were rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Applicant has amended to the claims to recite 
'active component' to overcome this rejection. The Examiner hereby withdraws the 
rejection. 

2. Claims 1-6, 8, 11-14, 17-20 and 22-25 were rejected under 35 U.S.C. 102(b) as 
being anticipated by Mathur et al. (U.S. Patent No. 5,439,967). Applicant has amended 
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the claims to be drawn to ethoxylated acyclic polyol ester of a fatty acid. Applicant 
asserted that Mathur et al. do not teach or suggest using anything other than cyclic 
(sorbitan) ethoxylated polyol fatty acid esters. The Examiner finds this argument 
persuasive and withdraws the 35 U.S.C. 102(b) rejection. 
3. Claim 10 was rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mathur et al. in view of Patel et al. (U.S. Patent No. 6,309,663). Applicant asserted that 
there is no teaching in Patel et al. to specifically direct one of ordinary skill in the art to 
select PEG-20 glyceryl laurate from the laundry list of surfactants for use in the instantly 
claimed invention. The Examiner finds this persuasive hereby withdraws the 35 U.S.C. 
103(a) rejection. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6, 8, 9, 11-15, 17-20 and 22-25 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Mathur et al. (US 5,439,967) in view of Mathur (US 5,643,600). 

Mathur et al. (US 5,439,967) claim a lipid vesicle containing a blend of 
amphiphiles in the lipid bilayer that are particularly useful for delivering dermatological, 
cosmetic and pharmaceutical formulations (Abstract). Mathur et al. claim a 
paucilamellar lipid vesicle having 2-10 bilayers comprising a mixture of propylene glycol 
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stearate and at least one other amphiphilic selected from the group consisting of stearyl 
alcohol, polyoxyethylene fatty alcohols, polyoxyethylene derivatives of sorbitan fatty 
acid esters having 10-20 oxyethylene groups (Claims 1-4). Mathur et al. further 
contemplates the addition of at least one sterol, such as cholesterol, and a water 
immiscible material, such as soybean oil or vitamins (skin care active components) or 
avocado oil (Claims 5-8). 

Table 3 contains four examples of different compositions (Column 6, lines 43-52). 
Composition B is comprised of 66.9% water, 19.9% soybean oil, 3.5% cholesterol (a 
sterol), 0.99% polysorbate 60 (polyoxyethylene sorbitan monostearate; a water soluble 
polyethoxylated polyol ester of a fatty acid), 1 .4% stearyl alcohol (a long chain, 
CH 3 (CH 2 )i6CH 2 OH, fatty alcohol) and 7.1% propylene glycol stearate (a co-emulsifier). 
Soybean oil, a vegetable oil that is a source of vitamin E, contains 88% neutral lipids, 
10% phospholipids and 2% glycolipids. (For Applicant's benefit, the Examiner has 
attached information on soybean oil from http://www.cvberlipid.org ). Therefore, this 
composition would contain 1.9% phospholipids. Phospholipids are emollients, which the 
Examiner interprets to be a skin care active component. Soybean oil is a known source 
of vitamin E, which the Examiner interprets as a skin care active component. Mathur et 
al. state that the average diameter of the vesicles was 549 nm (Column 7, lines 5-6). 
The polysorbate 60 is a water-soluble viscosity-modifying agent. Mathur et al. 
anticipate different polyoxyethylene derivatives of the fatty acid ester having 10-20 
oxyethylene groups and the fatty acid ester can be derived from lauric acid 
CH 3 (CH 2 )ioCOOH; a C12 chain length (Column 2, lines 60-68). 
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Mathur et al. do not expressly disclose a composition comprising ethoxylated 
acyclic polyol ester of a fatty acid. 

Mathur (US 5,643,600) teaches oil filled lipid bilayer vesicles useful for delivering 
dermatological, cosmetic and pharmaceutical formulations (Abstract). Mathur teaches in 
a preferred embodiment that an polyoxyethylene glyceryl monostearate (acyclic polyol) 
with 1-10 oxyethylene groups and polyoxyethylene derivatives of sorbitan fatty acid 
esters (cyclic polyol) are suitable in the composition (Column 3, lines 8-32). Mathur thus 
establishes the equivalency of using an acyclic and cyclic polyol in the composition. 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to use an ethoxylated acyclic polyol ester of a fatty acid, as 
suggested by Mathur, in the composition of Mathur et al. and produce the instant 
invention. 

One of ordinary skill in the art would have been motivated to do this because 
Mathur establish the equivalence of using either ethoxylated cyclic or acyclic polyols of 
fatty acids in dermatological, cosmetic and pharmaceutical formulations and such 
compositions made with avocado oil provide a creamy texture to skin care products in 
addition to its moisturizing effects (Abstract and column 2, lines, 37-44). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the claimed invention, as a whole, would have been prima facie 
obvious to one of ordinary skill in the art at the time the invention was made, because 
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every element of the invention and the claimed invention as a whole have been fairly 
disclosed or suggested by the combined teachings of the cited references. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 7, 16, 26 and 30 remain/are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mathur et al. 

The reference of Mathur et al. is discussed in detail above and that discussion is 
hereby incorporated by reference. 

Mathur et al. do not expressly disclose a composition wherein the bilayered 
microvesicles comprise an ethoxylated polyol ester of a fatty acid, a sterol, and a long 
chain fatty alcohol in a ratio in the range of about 1:0.2-0.5:1-2 of instant claim 7 (acyclic 
ethoxylated polyol ester of a fatty acid) or the slightly narrower range of 1:0.4:1.7 to 
1 .0:0.3:1 .2 of instant claim 26 or 1 :0.02-0.5:1-2 of instant claim 30. 

Mathur et al. disclose in Table 4 a ratio of polysorbate 60 to phytosterol to stearyl 
alcohol of 1 :2.1 :1 .4 based upon about 0.3 grams of phytosterol in each gram of avocado 
oil (Column 7, lines 36-50). In this case, the avocado oil represents about 40% of the 
lipids. Mathur et al. state that the preferred range of avocado oil is 20-60% by weight of 
lipids thus suggesting to one of ordinary skill in the art that less avocado oil can be used 
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in the composition (Column 8, lines 11-14). It would have been obvious to one of 
ordinary skill in the art to adjust the ratio of avocado oil and hence the sterol content of 
the composition and produce the instant invention. Therefore, it is deemed merely a 
matter of routine optimization by one of ordinary skill in the art to adjust the amount of 
avocado oil in the composition to produce a mixture in the ratio of about 1:0.2-0.5:1-2 or 
the slightly narrower range of 1:0.3-0.4:1.2-1.7. 

One of ordinary skill in the art would have been motivated to do this because 
lowering the amount of avocado oil would have resulted in a cost saving feature for the 
composition. 

From the teaching of the reference, one of ordinary skill in the art would have had 
a reasonable expectation of success. Therefore, the claimed invention, as a whole, 
would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made, because every element of the invention and the claimed invention 
as a whole have been fairly disclosed or suggested by the teachings of the cited 
reference. 

Response to arguments: 

Applicant asserted that Mathur et al. teaches that lowering the amount of 
avocado oil unsaponifiables results in lipid vesicles with undesirable properties as 
shown in Compositions B and C in column 7, Table 4. While this is true, the Examiner 
respectfully points out that neither of these samples contained an ethoxylated polyol 
ester of a fatty acid, namel polysorbate 60, and a long chain fatty alcohol, namely 
stearyl alcohol. Sample D which has the lower amount of avocado oil unsaponifialbles 
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as in B and C but with polysorbate 60 had "a smooth, lotion-like consistency." (Column 
7, lines 62-63). Therefore, in keeping with the spirit of the invention, one of ordinary skill 
in the art would be motivated to follow the suggestion of Mathur et al. to lower the 
amount of avocado unsaponifiables, and thus sterol content, in the composition of 
polysorbate 60 and a long chain fatty alcohol and have a reasonable expectation of 
success. 

Furthermore, Applicant has only provided one example on page 7 of the instant 
specification that supports the instantly claimed proportions for all the claimed 
components in the composition. Objective evidence of nonobviousness, if any, must be 
commensurate in scope with that of the claimed subject matter. In re Kulling, 14 
USPQ2d 1056 (Fed. Cir. 1990); In re Lindner, 173 USPQ 356 (CCPA 1972). 



Claim Rejections - 35 USC § 103 

Claim 21 remains rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mathur et al. (US 5,439,967) in view of Mathur (US 5,643,600) and Schonrock et al. 
(U.S. Patent No. 6,296,857). 

The references of Mathur et al. (US 5,439,967) and Mathur (US 5,643,600) are 
discussed in detail above and that discussion is hereby incorporated by reference. 

Mathur et al. do not expressly disclose the addition of sunscreen components to 
their composition. 
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Schonrock et al. disclose that high quality cosmetic compositions are unthinkable 
without the customary adjuvants and additives including sunscreens (Column 10, lines 
65-67 and Column 1 1 , lines 1-5). Schonrock et al. point out the oxides of zinc and 
titanium as suitable inorganic pigments to protect the skin from UV rays (Column 12, 
lines 29-37). 

It would have been obvious to one of ordinary skill in the art to modify the 
composition of Mathur et al. with a sunscreen component as suggested by Schonrock et 
al. to produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 
Schonrock et al. state that it is a common practice in this art to mix adjuvants and 
additives in with cosmetic preparations. 

From the teaching of the references, one of ordinary skill in the art would have 
had a reasonable expectation of success. Therefore, the claimed invention, as a whole, 
would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made, because every element of the invention and the claimed invention 
as a whole have been fairly disclosed or suggested by the teachings of the cited 
references. 

Response to arguments: 

Applicant asserted that there is no teaching in Schonrock et al. (US 6,296,857) 
relevant to the claimed invention other than a short list of metal oxides for use as 
sunscreens. The Examiner respectfully disagrees and that the practitioner in the art 
would want to make high quality cosmetic compositions and would have included the 
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suggested sunscreen agents into the composition of Mathur et al. to produce the best 
products. Schonrock et al. disclose that high quality cosmetic compositions are 
unthinkable without the customary adjuvants and additives including sunscreens 
(Column 10, lines 65-67 and Column 11, lines 1-5). 

Conclusion 
Allowable Subject Matter 

Claim 10 is objected to as being dependent upon a rejected base claim, but 
would be allowable, pending a search update at the time of allowance, if rewritten in 
independent form including all of the limitations of the base claim and any intervening 
claims. 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



EVA 




John ?ak 




